TEKJAPALIAA O COOTBETCTBHHA

NEKJAPAHT, MPHHUMA FOIAA TEKJIAPALIIHIO O COOTBETCTBHH

AO "Canogu Poccun"

Ceedenusn o pezucmpayuu opeanusayuu. Mesicpaiionnan uucuem;w! dedepanvroli nano20601 cayaicovr Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenun OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcras, 9. 22. Tenegon/axc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvrniii Oupexmop Monic O.A.

Josepennoe nuyo: Cmenanos C.C., dogepennocmy 6/s om 01.12.2017

3AABJBIET, UTO

nexapcmeennoe cpedcmeo: 3odax, xannu ons npuema erympo 10 me/mn 20 mn , Praxon-xanensHuys: MEMHO20
cmexna (1), nauxu kapmonnsie, PY Ne JIC-000433 om 07.06.2010 (dama 3amenw 19.01.2018) evidano AO
“Canogu Poccun”, cepus 9K0211, napmus 170240 ynaxoeox, 200en 0o 01.06.2022, npouseodcmea A.
Hammepmann and Cue. I'm6X, l'epmanus, A. Nattermann and Cie. GmbH, Nattermannaliee 1, 50829, Koln,
Germany, kod OKITI2 21,20.10.256, koo TH B3/ 3004900002, xonmpaxm MNe 250/40056192/F-2 om
20.10.2010, unsoiic Ne 9085343272 om 08.08.2019

COOTBETCTBYET TPEBOBAHHSIM

JIC-000433-180711 usm. Ne 1-7

JEKJIAPAITMS IPHHSTA HA OCHOBAHHH

npomoxon ucnsimarnuii Ne 25840 om 23.08.2019 HJ1 000 HL] "®APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC DE. ®MD8.C46 799 om 23.08.2019

~ Crenanos C.C.
HCB ®.1.0

CBEJIEHUSI O PETUCTPAIIANA

OPTAH I10 CEPTH®HKAITAH, 3APETHCTPUPOBABIIWIA JEKJIAPALIAIO

RA.RU.11®M08 OPI'AH I10 CEPTH®HKALTHH ITPOLVKI[HH OBLECTBO C OT' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH LIEHTP KOHTPOJII KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 3, nom. 1, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20p0d Mockaa, yr. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyxx.pg.

,I[ERJIAPAIIHH O COOTBETCTBHH 3APETHCTPHAPOBAHA M POCC RU J|-DE. ®M08.A.34249/19

,I{ﬂnemfo n.Bb.
Pyxopoaurens OC




A, Nattermann & Cie. GmbH

A Sanofi Company

Nattermannallee | SANOFI “

50829 Cologne / Germany '
Ceprudunxar anaausa / coorsercreusa cGMP

3aka3 Ne: Henwmiranue Ne: 251926 Brinyweno: 05.08.2019

Marepuan: 30JAK 200 mr/20 mn PACTBOP M36

Homep maTepuana:
Ne cepuu:
GMID-Ne:

Pazmep cepun;

Jlata npouseoacTea:

JaTa oxoHuaHHA CpOKa TOAHOCTH.

Crneundurxaunn Ne/sepcus:
hopma BeINycka:

RU
371084

9K 0211
697621
358.480

Hion. 2019
Hion. 2022
11.233755/02
1 mn

CrpaHa Ha3zHaueHus:

IMokazaTenp
CeroiicTea
OnHcanue

TexHHYeCKE HCOBITAHNA
3nauenne pH

MnoTHocTb pacTBopa

Obvem conepkumoro pnakona
OpnoponHocTs AC3HPOBAHHA

OnHOPOOHOCTE NO3UPOBAHUS

OaHOPOAHOCTE AO3HPOBAHMUA

IMogNHHHOCTE
Xnopuaa

LleTupnannHa aurnapoxnopuaa
B3IXX

Hetnpusauna nuruapoxnopuaa - YO

ExCertReleaseEl_nat.xml

Hopma npu Beinycke PezynbTar

IMpo3pauHblfi, OecuBETHBIA MY CBETNO-KENTHIi
pacTBOp

COOTBETCTBYET

4,0-6,0 4,9
1,071 - 1,091 1,083 r/mn

He MeHee 20 21 Mn

HH OIHO U3 OTAENbHbIX 3HAYEHHI MAcChl He COOTBETCTBYET
AOMKXHO OTKNOHATHCA OT cpedHeli Macch Gonee
uyem Ha 10%. Cymma 10 oTAENBHBIX 3HAMEHHI
MACChl HE JOMKHO OTANYATHCA OT HOMMHARBHOH
Macchbl JECATH NO3HPOBOYHBIX eOHHIU Bonee yem
Ha 15%, To ectb 10,81 = 15%

HH O/LHO H3 OTAENBHBIX 3HAYEHUIt MAcChl He
JIOJIKHO OTKROHATLCA OT cpefiHeit Maccrl Bonee
yeM Ha 10%. Cymma 10 oTaenbHbIX 3HA4EHH
MaCCH! He AOMKHO OTJIMHATBCA OT HOMKHHANBHOH
Macchl AECATH NO3HPOBOMHBIX eAHHHL Gosee yem
Ha 5%, To ecTb 10,81 + 15%

HH OHO M3 OTASNBHLIX 3HAYEHHH Macchl He
JAOHKHO OTKNOHATLCS OT cpenHeit Maccel Gonee
yem Ha 10%. Cymma 10 oTAenbHBIX 3HAUEHHIA
Macchl He AOMKHO OTNHYATECA OT HOMUHAALHOH
Macchl ASCATH A03IMPOBOYHLIX eAnuHU Gonee uem
Ha 15%, 1o ectb 10,81 + 15%

COOTBETCTBYET

COOTBETCTBYET

obpa3oBaHnHe Genoro TBOPOKHCTOTO OCANKE,
PacTBOPHMOTO B aMMHAaKe

BpeMsa ynepxHBaHHA OCHOBHOTO MHKA Ha
XpOMAaTOrpaMMe HCIbITYEMOr0 pacTBOpPa AOMKHO
COOTBETCTBOBATE BPEMEHH YAEPKHBAHHSA MHKA
UETHPH3HHA HA XpOMaTorpaMMe CMELLIaHHOTo
CTaHIapTHOTO pacTBopa.

Bpems yaepxHBaHHA H YD cnekTp OCHOBHOrO
MUKa Ha XpOMAaTorpaMMe HCTMBITYEMOrO pacTBOpa
LOMKHBI COOTBETCTBOBATE BPEMEHH YAESPKHBAHUA
H Y@ cnexTpy nuKa USTHPH3MHA HA

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

Jara nocneauell obpaborkn: 04.10.2018 (%:50 RU
Sven Schumacher, QAS, Tel. 2028
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A. Nattermann & Cie. GmbH

A Sanofi Company
Nattermannaliee | SANOFI J
50829 Cologne / Germany '
Ceprudmuxar ananuza / coorsercreug cGMP
3akaz Ne: HcenuiTanue Ne: 251926 Brimymeno: 05.08.2019
IMokazatens Hopma npu Beinycke PesynwTar
XPOMATOTPaMME CMELIAHHOTO CTAHAapPTHOIO
pacTeopa.
MeTtunnaparnopokcubeHzoara Bpemsa ynepxuBaHus nHka COOTBETCTBYET
MeTHANaparuapokcHOeH30aTa Ha XpoMaTorpamMMe
HCNBITYEMOrO PACTBOPA JOMHKHO COOTBETCTBOBATh
BPEMEHH yAEePKHBaHHA MHKA
METHINaparuApokcHOeH30aTa Ha XpoMaTorpaMMe
CMELUaHHOrO CTAHAAPTHOTO PacTeopa.
IMponunnaparuapokcubenzoar BpeMs ynep:kuMBaHua Nuka COOTBETCTBYET

Konn4ecTeennoe onpegenenne
LleTHpu3nHa aMraapoxaopua
Merunnaparuapokcubensoar

[TponunnaparuapokcuGeHsoar

YcToTa

DP 1 (RRT 1,53)
DP 1 (RRT 1,53)
DP 1 (RRT 1,53)

Jwban apyran enrHA4YHAA
HAEHTHHHLUHPOBAHHAA NPUMECD
Jhoban exMHUHAZs
HeHACHTHDHLHPOBaHHAA NPUMECH
CyMmma npumeceii
Mukpobnonorudeckas 4ncToTa
OO6uee Hucio a3podHbIX
Mukpoopranusmoe (TAMC)
Ob1uee YHCIIO APOKIKEBLIX H
naecHeebix rpubor (TYMC)
Escherichia coli

ExCertReleaseEl_nat.xml

Jlata nocneanefi oGpaGotkn; 04 10.2018 09:50

Sven Schumacher, QAS, Tel. 2028

nponHAnaparHapokcHOeH30aTa Ha XPOMaToTrpaMMe
HCMBITYEMOrO pacTBOPa AOMKHO COOTBETCTBOBATD
BPEMEHH YACSPKHBAHHA ITHKA
MeTHInaparHApoKcHBeH30aTa Ha XpoMaTorpaMMme
CMEWAHHOTO CTAHAAPTHOTO PacTBOpa.

95-105 10,1 Mr

90-110 100 % oT 3aABNEHHOTO
cojepxkaHus

90-110 102 % oT 3aABNEHHOIO
coaepxaHus

max. 0,5 0,0 %

max, (.5 0,0 %

max. 0,3 0,0 %

He 6onee 0,2 % COOTBETCTBYET

He Gonee 0,2 % COOTBETCTBYET

max, 1,0 0,0 %

max. 1000 < 10 KOE/Mn

max. 100 < 10 KOE/Mn

oTCYTCTRBHE B | Mot COOTBETCTBYET

RU

Crpanuua 2 M3 3



A, Nattermann & Cie. GmbH

A Sanofi Company

Mattermannallee | SANOFI J

50829 Cologne / Germany )
Ceprudnkat anaau3a / coorsercrensa cGMP

3akaz Ne: Henbitanue Ne: 251926 Buimyweno: 05.08.2019

IlpumeuaHus:

ITOT CEPHUA COOTBETCTBYET HOPMaM cnertiHKaliH.
OTael KOHTPOJIA Ka4ecTBA

Wolfgang Hermanns

HavaneHHK OTAENa KOHTPOJNA KayecTBa

Jara Beinycka: 02.08.2019 B 11:29:26 Dr. Anette Maurer

Ceplnka:

DTOT NpoAyKT 6bUT NPOTECTHPOBAH B COOTBETCTBHH CO 11.233755 /02
cnenddukanueii:

CeprudnkauHoHHOe 3asiBJIEHHE:

Hacrosimum noaTeepicaae, YTo BellleyKka3aHHad HHpOpMaLHs ABIACTCA JOCTOBEPHOM M TOUHOM.
JT1a cepus npoaykra ObUIa M3TOTORNEHA/NPON3BEACHA, BKITIOYAA YNIAKOBKY H KOHTPOJIb KauyecTBa
Ha BBIIICYNOMSHYTOH NPOH3BOJACTBEHHOH IUIOLIafKe (MIOMIAAKax) B MOMHOM COOTBETCTBHH C
TpeboBaHuAMH GMP MecTHOro pery/lHpyIOHIEro OpraHa W crnenu(pUKalHIMH, yKa3aHHBIMH B
PETHCTPALIMOHHOM YJOCTOBEPEHHH HMIIOpTHpYIOHmEH cTpaHbl. JloKyMeHTH, Kacaroluecs
NpOM3BOJICTBA, YNAKOBKH M aHAlIN3a CEpHH, ObLIM NMPOBEPEHbl 1 NPU3HAHBI COOTBETCTBYIOKMH
TpeboBanusmM GMP,

Dr. Bettina Glombitza
YHnonHoMoueHHOE JTULIO

JlaHHBIH AOKYMEHT ObUI CO3/1aH B 3MEKTPOHHOH dhopMme U AelicTBUTeneH Oe3 NONNUCH.

ExCertReleaseEl_nat.xml
Jlata nocneaneti obpaGotkn: 04.10.2018 09:50 RU Crpanuna 3 w3 3
Sven Schumacher, QAS, Tel. 2028



Nattermannallee 1
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A Sa?wo?irgznmnpanyle " SA N O F I 3 _’ ‘

50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance

Order No: Test No: 251926 Issued: 05.08.2019
Material: ZODAC 200MG/20ML SOL M38 RU
Material No: 371084
Batch No: 9K0211
GMID-No: 697621
Batch Yield: 358.480
Manufacture Date: Jun 2019
Expiry Date: Jun 2022 Destination:

Specification No./Version: 11.233755 /02
This product contains in: 1 ml

Parameter Release limits Result

Characters
Appearance a colourless to light yellow, clear solution conforms

Technical Tests

pH value 40-6,0 4.9
Density 1,071 - 1,091 1,083 g/ml
Nominal volume NLT 20 21 ml
Uniformity of dosage units 1 dose (20drops) - 1mL conforms

no individual weight value should deviate from
the mean weight by more than 10 %. The sum
of 10 individual weight values should not differ
from the nominal weight of ten doses by more
than 15 %, i.e. 10.81 £ 15 %

Identification

Chlorides formation of a white caseous sediment conforms
soluble in ammonia
Cetirizine the Retention time of the principal peak in the  conforms

chromatogram cbtained with the test solution
should correspond to the retetion time of the
cetirizine peak in the chromatogram obtained
with the mixed standard solution.
Cetirizine the rention time and UV spectrum of the conforms
principal peak in the chromatogram obtained
with the test solution should correspond to the
retention time and UV spectrum of the
cetirizine peak in the chromatogram obtained
with the mixed standard solution.

Methylparahydroxybenzoate the Retention time of the conforms
methylparahydroxybenzoate
peak in the chromatogram obtained
with the test solution should correspond
to the retetion time of the
methylparahydroxybenzoate peak in
the chromatogram obtained with the mixed
standard solution.

E:Ef:tieff:eﬂ_nat.xml AU Page 1 of 3
Bron Schatiiidd GAS Tul 2020



A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOFI 2

Certificate of Analysis / of cGMP Conformance

Order No:

Propylparahydroxybenzoate

Assay

Cetirizine dihydrochloride
Methylparahydroxybenzoate
Propylparahydroxybenzoate

Purity

DP 1

bp2

DP 3

Any other individual identified impurity
Any idividual unidentified impurity
Total impurities

Microbiological Purity

Total aerobic microbial count (TAMC)

Total combined yeasts and moulds count
(TYMC)

Escherichia coli

ExCertReleaseEl_nat.xml

Zuetst bearbedat 0410 210 a0 59
Buan Scharprear QA% Te 20

Test No: 251926

Issued: 05.08.2019

the Retention time of the
propylparahydroxybenzoate

peak in the chromatogram obtained with the

test

solution should correspond to the retetion time
of the propylparahydroxybenzoate peak in the

chromatogram
obtained with the mixed standard solution.

9,5-10,5
90 - 110
90-110

NMT 0,5
NMT 0,5
NMT 0,3
NMT 0,2%
NMT 0,2%
NMT 1.0

NMT 1000
NM 100

absentin 1 ml

RU

conforms

10,1 mg
100 % of the declared content

102 % of the declared content

0.0%
0.0%
0.0%
conforms
conforms

0,0 %

<10 CFU/ml
<10 CFU/ml

conforms

Page 2 of 3



| A. Nattermann & Cie. GmbH

A Sanofi Company SA N O F I ij

Nattermannallee 1
50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 251926 Issued: (05.08.2019

Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  02.08.2019 at 11:28:26 by Dr. Anette Maurer

Reference:

This product has been tested according specification: 11.233755 /02

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/manufactured,
including packaging and quality control at the above-mentioned site(s) in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,
packaging, and analysis records were reviewed and found to be in compliance with GMP.

Dr. Bettina Glombitza
Qualified Person

This document has been produced electronically and is valid without signature.
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